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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicants' submission filed on 21 
December 2006 has been entered. 



Response to Amendment 

Claims 1, 3, 5, 7, 8, 13, 47, 52 and 53-63 have been amended, and claim 2 was 
canceled as requested in the amendment filed on 21 December 2006. Following the 
amendment, claims 1, 3-5, 7-9, 12, 13, 16-25, 41-43, 47 and 51-63 are pending in the 
instant application. 

Claims 1, 3-5, 7-9, 12; 13, 16-25, 41-43, 47 and 51-63 are under examination in 
the instant office action. 

The Text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Any objection or rejection of record, which is not expressly repeated in this action 
has been overcome by Applicants' response and withdrawn. 
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Claim Rejections - 35 USC § 101, 112, first paragraph 
The rejections of claims 1, 3-5, 7-9, 12, 13, 16-25, 41-43, 47 and 51-63 under 35 
U.S.C.112, first paragraph and 35 U.S.C. 101 are maintained for the reasons of record 
and as set forth below. 

At p. 7 of the reply filed 21 December 2006, Applicants assert that because the 
instant gene is mapped to the same chromosomal region of various diseases, including 
ichthyosis, Applicants conclude that the gene is a marker for those disorders. 
Applicants also assert that the instant application describes polymorphisms of the 
ABCA12 gene that enables the artisan to identify different forms of the gene. Further, 
Applicants assert that there are discernable markers for ABCA12, and said markers can 
be used for diagnosing a disorder mapping to that same region or which is found to be 
linked to a polymorphism of ABCA1 2. Applicants also submit a Declaration by Dr. 
Nicholas Duverger, who is asserted to be one of ordinary skill in the art. Applicants and 
Dr. Duverger assert that based on the teachings of the specification, the instant 
inventors possessed a diagnostic assay for diseases that map to the same 
chromosomal region where the ABCA12 gene resides. Thus, Applicants conclude that / 
the instant application provides a number of specific, substantial and credible uses of 
the nucleic acids of interest. 

Applicants' arguments and affidavit have been fully considered and are not found 
persuasive. 

Even though Lefevre et al. confirm that ABCA12 is associated with lamellar 
ichthyosis, the specification neither teaches nor suggests the missense mutations as 
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taught by Lefevre et al. Instead, the specification is completely silent as to using 
ABCA12 to diagnose lamellar ichthyosis. The instant affidavit is not persuasive 
because the level of skill in the art cannot be relied upon to establish utility for the 
claimed invention. See In re Kirk, 153 USPQ 48, 53 (CCPA 1967) quoting the Board of 
Patent Appeals: 

'We do not believe that it was the intention of the statutes to require the Patent 
Office, the courts, or the public to play the sort of guessing game that might be 
involved if an applicant could satisfy the requirements of the statutes by 
indicating the usefulness of a claimed compound in terms of possible use so 
general as to be meaningless and then, after his research or that of his 
competitors has definitely ascertained an actual use for the compound, adducing 
evidence intended to show that a particular specific use would have been 
obvious to men skilled in the particular art to which this use relates.' 

Even though ABCA12 is associated with lamellar ichthyosis, Applicants have not 
explicitly taught that ABCA12 would be useful in the treatment of the disease or that 
assaying for ABCA12 mutations would be useful for diagnosing lamellar ichthyosis. 
Further research would be required to determine if and how ABCA12 and the instant 
variants would be useful in the treatment or diagnosis of such a disorder. 

The evidence (publication and declaration) is insufficient to overcome the 
rejections, in part, because the evidence is not commensurate in scope with the 
claims. The claims are directed to a genus of polynucleotides, whereas the evidence 
only indicates that certain sequences are associated with a specific disease. Further, 
this specific disease is not commensurate with the scope of the teachings in the 
specification, since the specification only refers to a relatively large chromosomal 
location, which encompasses markers and loci for genes other than the one disclosed 
and may correlate with other genetic diseases, not only ichthyosis. 
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2) See MPEP 2107.01 (Starting at "Thus"): 

Thus a 'substantial utility' defines a 'real world' use. Utilities that require or 
constitute carrying out further research to identify or reasonably confirm a 'real 
world' context of use are not substantial utilities. For example, both a therapeutic 
method of treating a known or newly discovered disease and an assay method 
for identifying compounds that themselves have a 'substantial utility' define a 
'real world' context of use. An assay that measures the presence of a material 
which has a stated correlation to a predisposition to the onset of a particular 
disease condition would also define a 'real world' context of use in identifying 
potential candidates for preventive measures or further monitoring. On the other 
hand, the following are examples of situations that require or constitute carrying 
out further research to identify or reasonably confirm a 'real world' context of use 
and, therefore, do not define 'substantial utilities': 

(A) Basic research such as studying the properties of the claimed product itself or 
the mechanisms in which the material is involved; 

(B) A method of treating an unspecified disease or condition; 

(C) A method of assaying for or identifying a material that itself has no specific 
and/or substantial utility; 

(D) A method of making a material that itself has no specific, substantial, and 
credible utility; and 

(E) A claim to an intermediate product for use in making a final product that has 
no specific, substantial and credible utility." 



The specification only asserts that the polynucleotide has utility in diagnosing 
disease in general, and not icthyosis in particular. The publication evidences that 
further research was required after the filing date to reasonably confirm the real-world 
use, and to identify the disease linked to the disclosed sequence. Thus, the asserted 
utility in disease diagnosis is not substantial. 
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The rejection of claims 1, 3-5, 7-9, 12, 13, 16-25, 41-43, 47 and 51-63 under 35 
U.S.C. 112, first paragraph for lack of enablement is maintained for reasons of record 
and as set forth above. Specifically, since the claimed invention is not supported by 
either a specific, and substantial asserted utility or a well established utility for the 
reasons set forth above, one skilled in the art clearly would not know how to use the 
claimed invention. 

Furthermore, assuming arguendo that claims 3-5, 41-43, 47 and 51 were 
enabled, as referred to previously; the claims are not enabled for their full scope. Said 
claims are overly broad in the recitation of percent identity, hybridizing nucleic acids and 
functional limitations, since insufficient guidance is provided as to which of the myriad of 
nucleic acid species encompassed by the claims will retain the characteristics of either 
binding ATP, comprising a transmembrane domain or being an ABCA member. 
Further, the art does not provide compensatory teachings to enable the artisan to 
practice the invention commensurate in scope with the current claims. 

The rejection of claims 3-5, 41-43, 47 and 51 under 35 U.S.C. 112, first 
paragraph, for lack of written description is maintained for reasons of record and as set 
forth below. 

At p.8 of the reply filed 21 December 2006, Applicant asserts, "the specification 
teaches the association of ABCA12 with certain linked markers. Thus, any one fragment 
can be mapped to determine whether that nucleic acid retains the property of mapping 
to the chromosomal region where the genomic copy of the gene resides. Also, the 
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instant specification teaches association of the ABCA12 gene expression with markers 
of skin and epithelium. 

Applicants' arguments have been fully considered and are not found persuasive. 

The only functional limitations of the instant claims (e.g., claim 3) are that the 
proteins be encoded by the gene, comprise a transmembrane domain or be an ABCA 
member. Thus, such nucleic acid sequences could encode polypeptides that vary 
greatly from that of ABCA12. Further, the specification does not teach the skilled 
artisan how to make derivatives of ABCA12 that have the same function as ABCA12. In 
addition, the specification does not provide a patentable utility or function for ABCA12. 

A genus claim may be supported by a representative number of species as set 
forth in Regents of the University of California v Eli Lilly & Co, 1 1 9F3d 1 559, 1 569, 43 
USPQ2d 1398, 1406 (Fed. Cir. 1997), which states: 

"To fulfill the written description requirement, a patent specification must describe 
an invention and do so in sufficient detail that one skilled in the art can clearly conclude 
that "the inventor invented the claimed invention". Lockwood v. American Airlines, Inc. , 
107 F.3d 1565, 1572, 41 USPQ2d 1961, 1966 (1997); In re Gosteli . 872 F.2d 1008, 
1012, 10USPQ2d 1614, 1618 (Fed. Cir. 1980) ("[TJhe description must clearly allow 
persons of ordinary skill in the art to recognize that [the inventor] invented what is 
claimed.") Thus, an applicant complies with the written description requirement "by 
describing the invention, with all its claimed limitations, not that which makes it obvious," 
and by using "such descriptive means as words, structures, figures, diagrams, formulas, 
etc., that set forth the claimed invention." Lockwood, 107 F.3d 1565, 1572, 41 USPQ2d 



Application/Control Number: 10/072,900 Page 8 

Art Unit: 1649 

at 1966. In the instant case, the specification does not provide a representative number 
of species to fulfill the written description requirement of 35 U.S.C. 112, first paragraph. 
Thus, the claimed nucleic acid sequences may have functions and structures that differ 
greatly from that of ABCA12; therefore, one of skill in the art would not be able to 
predictably identify the encompassed molecules as being the same as those instantly 
claimed. 

Claims 5, 7, 9, 13, 16, 17, 47, and 51-63 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. The claim(s) 
contain subject matter, which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. This is a new matter 
rejection. 

The claims encompass nucleotide probe or primers that consist of 8, 9, 10, 12, 
15, 18, 19, 20, 21, 22, 23, 24, 25, 27, 28, 30, 35, 40, 45, 50, 70, 80, 100, 200 or 500 
consecutive nucleotides of any one of SEQ ID NOs: 1-4, at least 1000 nucleotides that 
hybridize to any one of SEQ ID NOs: 1-4 or at least 1500 nucleotides of any one of SEQ 
ID NOs: 1-4. The specification at pp.11 and 55 discloses nucleotide primers of a 
specific length. 

The specification as-filed does not provide a written description for the claimed 
nucleic acids of 8, 9, 19, 27, 28 or 30 nucleotides, nucleic acids of at least 1000 or 
nucleic acids of at least 1500 nucleotides of any one of SEQ ID NOs: 1-4. The instant 
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claims now recite limitations which were not clearly disclosed in the specification as- 
filed, and now change the scope of the instant disclosure as-filed. Such limitations 
recited in the present claims, introduce new concepts and thus violate the written 
description requirement of the first paragraph of 35 U.S.C. 112. 

Applicants are required to cancel the new matter in the response to this Office 
action. Alternatively, Applicants are invited to provide sufficient written support in the 
original specification for the "limitations" indicated above. At p. 9 of the reply filed 21 
December 2006, Applicants assert, "the claims were amended to recite probes of a 
particular size explicitly recited in the specification." However, nowhere in the 
specification is there any mention of the sequences being 8, 9, 19, 27, 28 or 30 
nucleotides, at least 1000 or at least 1500 nucleotides of any one of SEQ ID NOs: 1-4. 
There is no written support for these claimed nucleic acid sequences. Such nucleic acid 
lengths are considered to be new matter. 



Conclusion 



No claims are allowed. 
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